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(d) The ingredient is used in food at
levels not to exceed good manufac-
turing practices. Current good manu-
facturing practice in the use of sorbitol
results in a maximum level of 99 per-
cent in hard candy and cough drops as
defined in §170.3(n)(25) of this chapter,
75 percent in chewing gum as defined in
§170.3(n)(6) of this chapter, 98 percent
in soft candy as defined in §170.3(n)(38)
of this chapter, 30 percent in non-
standardized jams and jellies, commer-
cial, as defined in §170.3(n)(28) of this
chapter, 30 percent in baked goods and
baking mixes as defined in §170.3(n)(1)
of this chapter, 17 percent in frozen
dairy desserts and mixes as defined in
§170.3(n)(20) of this chapter, and 12 per-
cent in all other foods.

(e) The label and labeling of food
whose reasonably foreseeable consump-
tion may result in a daily ingestion of
50 grams of sorbitol shall bear the
statement: ‘““Excess consumption may
have a laxative effect.”

(f) Prior sanctions for this ingredient
different from the uses established in
this regulation do not exist or have
been waived.

[42 FR 14653, Mar. 15, 1977, as amended at 49
FR 5613, Feb. 14, 1984]

§184.1845 Stannous chloride
drous and dihydrated).

(a) Stannous chloride is anhydrous or
contains two molecules of water of hy-
dration. Anhydrous stannous chloride
(SnCl,, CAS Reg. No. 7772-99-8) is the
chloride salt of metallic tin. It is pre-
pared by reacting molten tin with ei-
ther chlorine or gaseous tin tetra-
chloride. Dihydrated stannous chloride
(SnCl>-2H,0, CAS Reg. No. 10025-0969-
091) is the chloride salt of metallic tin
that contains two molecules of water.
It is prepared from granulated tin sus-
pended in water and hydrochloric acid
or chlorine.

(b) Both forms of the ingredient meet
the specifications of the Food Chemi-
cals Codex, 3d Ed. (1981), p. 312, which is
incorporated by reference. Copies are
available from the National Academy
Press, 2101 Constitution Ave. NW.,
Washington, DC 20418, or available for
inspection at the Office of the Federal
Register, 800 North Capitol Street,
NW., suite 700, Washington, DC 20408.
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(c) The ingredient is used as an anti-
oxidant as defined in §170.3(0)(3) of this
chapter.

(d) The ingredient is used in food at
levels not to exceed current good man-
ufacturing practice in accordance with
§184.(b)(1). Current good manufacturing
practice results in a maximum level, as
served, of 0.0015 percent or less; cal-
culated as tin, for all food categories.

(e) Prior sanctions for this ingredient
different from those uses established in
this section do not exist or have been
waived.

[47 FR 27816, June 25, 1982]

§184.1848 Starter distillate.

(a) Starter distillate (butter starter
distillate) is a steam distillate of the
culture of any or all of the following
species of bacteria grown on a medium
consisting of skim milk usually for-
tified with about 0.1 percent citric acid:
Streptococcus lactis, S. cremoris, S. lactis
subsp. diacetylactis, Leuconostoc
citrovorum, and L. dextranicum. The in-
gredient contains more than 98 percent
water, and the remainder is a mixture
of butterlike flavor compounds. Diace-
tyl is the major flavor component, con-
stituting as much as 80 to 90 percent of
the mixture of organic flavor com-
pounds. Besides diacetyl, starter dis-
tillate contains minor amounts of acet-
aldehyde, ethyl formate, ethyl acetate,
acetone, ethyl alcohol, 2-butanone,
acetic acid, and acetoin.

(b) FDA is developing food-grade
specifications for starter distillate in
cooperation with the National Acad-
emy of Sciences. In the interim, this
ingredient must be of a purity suitable
for its intended use.

(¢) In accordance with §184.1(b)(1),
the ingredient is used in food with no
limitation other than current good
manufacturing practice. The affirma-
tion of this ingredient as generally rec-
ognized as safe (GRAS) as a direct
human food ingredient is based upon
the following current good manufac-
turing practice conditions of use:

(1) The ingredient is used as a fla-
voring agent and adjuvant as defined in
§170.3(0)(12) of this chapter.

(2) The ingredient is used in food at
levels not to exceed current good man-
ufacturing practice.
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(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

[48 FR 51907, Nov. 15, 1983]

§184.1851 Stearyl citrate.

(a) Stearyl citrate is a mixture of the
mono-, di-, and tristearyl esters of cit-
ric acid. It is prepared by esterifying
citric acid with stearyl alcohol.

(b) The Food and Drug Administra-
tion, in cooperation with the National
Academy of Sciences, is developing
food-grade specifications for stearyl
citrate. In the interim, this ingredient
must be of a purity suitable for its in-
tended use.

(¢) In accordance with §184.1(b)(1),
the ingredient is used in food with no
limitation other than current good
manufacturing practice. The affirma-
tion of this ingredient as generally rec-
ognized as safe (GRAS) as a direct
human food ingredient is based upon
the following current good manufac-
turing practice conditions of use:

(1) The ingredient is used as an anti-
oxidant as defined in §170.3(0)(3) of this
chapter; an emulsifier and emulsifier
salt as defined in §170.3(0)(8) of this
chapter; a sequestrant as defined in
§170.3(0)(26) of this chapter; and a sur-
face-active agent as defined in
§170.3(0)(29) of this chapter.

(2) The ingredient is used in mar-
garine in accordance with §166.110 of
this chapter; in nonalcoholic beverages
as defined in §170.3(n)(3) of this chap-
ter; and in fats and oils as defined in
§170.3(n)(12) of this chapter at levels
not to exceed current good manufac-
turing practice.

(d) Prior sanctions for this ingredient
different from the uses established in
this section, or different from those set
forth in part 181 of this chapter, do not
exist or have been waived.

[59 FR 63897, Dec. 12, 1994]

§184.1854 Sucrose.

(a) Sucrose (Ci2H2,0;1, CAS Reg. No.
57-50-11-1) sugar, cane sugar, or beet
sugar is the chemical B-D-
fructofuranosyl-o-D-glucopyranoside.
Sucrose is obtained by crystallization
from sugar cane or sugar beet juice
that has been extracted by pressing or

§184.1859
diffusion, then clarified and evapo-
rated.

(b) FDA is developing food-grade

specifications for sucrose in coopera-
tion with the National Academy of
Sciences. In the interim, this ingre-
dient must be of a purity suitable for
its intended use.

(c) In accordance with 8§184.1(b)(1),
the ingredient is used in food with no
limitation other than current good
manufacturing practice.

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

[53 FR 44876, Nov. 7, 1988; 54 FR 228, Jan. 4,
1989]

§184.1857 Corn sugar.

(a) Corn sugar (C¢H .06, CAS Reg. No.
50-99-7), commonly called D-glucose or
dextrose, is the chemical «o-D-
glucopyranose. It occurs as the anhy-
drous or the monohydrate form and is
produced by the complete hydrolysis of
corn starch with safe and suitable acids
or enzymes, followed by refinement and
crystallization from the resulting hy-
drolysate.

(b) The ingredient meets the speci-
fications of the Food Chemicals Codex,
3d Ed. (1981), pp. 97-98 under the head-
ing ‘“‘Dextrose,”” which is incorporated
by reference in accordance with 5
U.S.C. 552(a) and 1 CFR part 1. Copies
are available from the National Acad-
emy Press, 2101 Constitution Ave., NW.,
Washington, DC 20418, or available for
inspection at the Office of the Federal
Register, 800 North Capitol Street,
NW., suite 700, Washington, DC 20408.

(¢) In accordance with §184.1(b)(1),
the ingredient is used in food with no
limitation other than current good
manufacturing practice.

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

[53 FR 44876, Nov. 7, 1988]

§184.1859 Invert sugar.

(a) Invert sugar (CAS Reg. No. 8013-
17-0) is an aqueous solution of inverted
or partly inverted, refined or partly re-
fined sucrose, the solids of which con-
tain not more than 0.3 percent by
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